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REMARKS/ARGUMENTS 

Claims 20-29 are pending in the present application. Claims 1-19 are canceled without prejudice. 
Applicants reserve the right to file a divisional application to prosecute claims 1-19. Claim 29 is newly added, 
which further makes clear that the dye in the originally recited "staining solution" of "a reagent for staining 
bacteria" is "capable of staining bacteria". Support for the amendment can be found, at, for example, page 10, 
line 13-page 14, line 16. No new matter is entered in the present amendment. In fact, it is Applicants' opinion 
that a person of ordinary skill in the art would understand that the dye in the previously presented claim 20 is 
capable of staining bacteria, given the context of claim 20, although claim 20 does not explicitly recite so. 
Hence, the addition of claim 29 would not incur any consideration more than cursory review from the Examiner. 
Entry of claim 29 is respectfully requested. It is respectfully requested that the Examiner reconsider the 
rejections based on the following remarks. 

Claim Listing 

The Examiner pointed out that Applicants' previous amendment did not comply with the new Claim 
Listing rule under 37 C.F.R. 1.121 (c). In response, this defect has been obviated in the present amendment. 

Election/Restriction 

As the result of an earlier restriction requirement, non-elected claims 1-19 has been canceled. 
Applicants retain the right to present claims 1-19 in a divisional application. Claims 20-29 are pending in the 
present application for the Examiner's consideration. 

Anticipation Rejections Under 35 U.S.C. 102 

Claims 20, 21, and 25 were rejected as being anticipated by Jackson (U.S. Patent 5,688,011) under 
35 U.S.C. 102. Jackson '011 describes a test kit for determining the presence of helicobacter pylori using 
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urease as a marker enzyme. The described kit contains bromophenol blue dye, Tris buffer, and sulfamic acid 
(col. 2, lines 18-32). The presently pending claim 20 recites a reagent for staining bacteria comprising a 
staining solution containing a dye; and a diluent containing a buffer for maintaining acidity and an effective 
amount of a substance capable of reducing nitrite ions. Hence, the Examiner stated that each limitation of 
claim 20 and 21 of the present invention has been taught by Jackson '01 1 , and therefore rejected claim 20 and 
21 as being anticipated by Jackson '01 1 . The Examiner further inferred that since the prior art reagent contains 
all of the claimed ingredients and can be maintained at the recited pH of claim 25, it is thereby deemed that 
claim 25 was also anticipated by Jackson '01 1 . 

Applicants respectfully traverse. Firstly, Tris buffer of Jackson '01 1 has a buffering effect between 
neutral to weakly alkaline , which is evidenced by, e.g. Exhibit 1 as herein enclosed with the present 
amendment. Hence, Tris buffer is not a buffer for maintaining acidity as recited in claim 20. Under the U.S. 
patent law, to anticipate a claim, each and every limitation of the claims must be disclosed inherently or 
expressly by a single prior art reference. Accordingly, none of claims 20, 21 and 25 is anticipated for at least 
the reason that the limitation of "a buffer for maintaining acidity" is not disclosed by the cited prior art, Jackson 
■011. 

Secondly, the reagent for staining bacteria of claim 20 comprises a staining solution containing a dye. 
As noted above, Jackson '011 determines the presence of H. Pylori by detecting the presence of urease 
because it is well known that the enzyme urease is always associated with H. Pylori. When reacting urea with 
urease solution, alkaline ammonia is produced. Therefore, the presence of urease can be detected by 
determining the pH change during the urea-urease reaction (see col.1, lines 37-67). The bromophenol blue 
dye on the reaction pad of Jackson '01 1 is used to detect the change of pH, because it changes color when pH 
changes. The bromophenol blue dye of Jackson '011 serves only to detect a pH change (pH indicator) rather 
than a dye for staining a bacteria as disclosed by the present invention. Neither the bromophenol blue dye 
itself nor its combination with any other substance of Jackson '01 1 is a staining solution as recited in claim 20 
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of the present application. Therefore, this difference constitutes another independent basis that none of claim 
20, 21 and 25 is anticipated by Jackson *01 1 . 

Obviousness Rejection under 35 U.S.C. 103 

Based on the anticipation rejection, the Examiner further rejected claims 20, 21, 24, 25, 27 and 28 
under 35 U.S.C. 103(a) as being unpatentable over Jackson '011. Specifically, the Examiner stated that the 
surfactant, the pH buffer and the dye specifically recited in these claims of the present application would have 
been known by a person of ordinary skill in the art by routine experimentation or optimization based on the 
teaching of Jackson , 011. 

We respectfully traverse. As mentioned above, Jackson '011 does not disclose a staining solution 
nor the buffer for maintaining acidity of the present invention. Jackson '01 1 and the present invention are 
respectively directed to different applications and uses different mechanisms. Jackson '011 reacts urea with 
urease solution to produce ammonia and then applies a pH dye to detect the presence of urease to thereby 
indirectly determine the presence of H. Pylori in a gastric biopsy specimen. The present invention, however, 
uses the staining solution to stain the bacteria, and thereby directly detecting the presence or amount of 
bacteria by observing, e.g. the intensity of fluorescence emitted from the stained bacteria. 

Jackson '011 does not teach that its reagent for detecting presence of H. Pylori in a gastric biopsy 
specimen can be modified by changing the alkaline pH buffer to acidic buffer, and replacing the pH dye with a 
staining dye, to make a reagent for detecting a bacteria in a sample, particularly a urine sample, as claimed in 
the present invention. 

Nor is there any motivation for a person of ordinary skill in the art to modify Jackson '01 1 to make a 
reagent as claimed in the present invention that uses a different mechanism from Jackson '01 1 . For example, 
the bromophenol blue dye of Jackson '01 1 is used to detect a pH change. A person of ordinary skill in the art 
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would not be motivated to replace the bromophenol blue dye of Jackson '01 1 with a dye in a staining solution 
that can stain bacteria and be used for a different purpose from the bromophenol blue dye (pH indicator ). 

Moreover, even if a person of ordinary skill in the art would try to modify the reagent of Jackson '01 1, 
he or she cannot find any direction in Jackson '01 1 as to how to proceed with the modification proposed by the 
Examiner, which option would be successful, which substance is critical, particularly given the fact that the 
reagent of Jackson '01 1 uses a different mechanism from the present invention. 

As clearly stated by MPEP 2143, to establish a prima facie case of obviousness, three basic criteria 
must be met. First, there must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference or to combine reference 
teachings. Second, there must be a reasonable expectation of success. Finally, the prior art reference (or 
' references when combined) must teach or suggest all the claim limitations. The teaching or suggestion to 
make the claimed combination and the reasonable expectation of success must both be found in the prior art, 
not in applicant's disclosure. In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 

As discussed above, in the present case, none of these three criteria is met by the Examiner's 
rejection, although each of these three criteria must be met to satisfy a proper prima facie case of obviousness 
rejection. Hence, the Examiner's rejection is based on impermissible hindsight at most. Further, if the 
Examiner is not convinced by the above remarks and insists that a person of ordinary skill in the art would have 
known how to modify Jackson '011 to arrive at the present invention through routine experimentation, we 
request that the Examiner provide us with the evidence supporting such an assertion according to 
MPEP 2144.03 . The Examiner should inform us of the teachings in the prior art of each limitation of the claims 
of the present application, and the motivation to combine those teachings, and the expectation of success of 
the proposed combination. 

The Examiner also rejected claims 20-28 under 35 U.S.C. 103(a) as being unpatentable over Jackson 
'01 1 and further in view of Jackson (U.S. patent 5,349,801 "Jackson '801"). Specifically, the Examiner applied 
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the same reasoning as discussed above to reject claims 20, 21, 24, 25, 27 and 28 as being obvious over 
Jackson '01 1 . Jackson '801 is used to reject claims 22, 23 and 26 because Jackson '801 discloses the use of 
N-octyl glucose surfactant. Hence, we traverse the Examiner's rejection of claims 20, 21 , 24, 25, 27 and 28 for 
the same reason fully discussed above. As to claims 22, 23 and 26, we traverse as follows. 

As noted above, Jackson '01 1 fails to disclose the staining solution , and a buffer for maintaining 
acidity as recited in the claims of the present application. Neither does Jackson '801 teach any of these two 
limitations. Hence, even if a person of ordinary skill in art had combined the teachings of Jackson '01 1 and 
Jackson '801 , he or she would still not have obtained the claimed reagent of the present invention. 

Further, as to the surfactant taught in Jackson '801, the Examiner acknowledged that it is different 
from the cationic surfactant recited in the claims of the present invention, but stated that selection of the 
cationic surfactant based on Jackson '801 would have been well within the purview of the artisan of ordinary 
skill in the art. The Examiner failed to inform us what was the motivation to make the proposed modification, 
and why a person of ordinary skill in art would expect success with such a proposed modification. Hence, the 
Examiner failed to establish a prima facie case of obviousness. 

In contrast with the Examiner's assertion, we believe that a person of ordinary skill in the art would not 
have made the modification as the Examiner proposed. Similar to Jackson '011, Jackson '801 is also directed 
to the detection of H pylori in endoscopically obtained biopsy specimen by utilizing the reaction between urea 
and urease, and detecting the pH change caused by the reaction. The N-octyl glucose surfactant of Jackson 
'801 is employed to aid in freeing the urease enzyme from the biopsy specimen (see col. 4, lines 4446). On 
the other hand, the cationic surfactant of the present invention is used not only to improve the stability of 
bacterial but also dissolve/shrink mucous fibers, erythrocytes, cell fractures etc. which are present in a sample 
and thereby reduce the effect on detection of bacteria, as described at page 7, lines 5-10, of the present 
invention. Hence, a person of ordinary skill in the art would not have modified the surfactant of 
Jackson '801 to address a problem or attain an object that is different from that of Jackson '801 . 
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The newly added claim 29 is essentially the same as claim 20, except that claim 29 explicitly requires 
that the dye be capable of staining bacteria. Hence, the newly added claim 29 is neither anticipated by nor 
obvious over any prior art reference cited by the Examiner for at least the same reason as discussed in 
connection with claim 20. 

It is believed that no fees or charges are required at this time in connection with the present 
application; however, if any fees or charges are required at this time, they may be charged to our Patent and 
Trademark Office Deposit Account No. 03-2412. 



Respectfully submitted, 

COHEN, PONTANI, LIEBERMAN & PAVANE 




Kent H.Cheng 
Reg. No. 33,849 



551 Fifth Avenue, Suite 1210 
New York, New York 10176 
(212)687-2770 



Dated: March 11, 2004 



End. (Exhibit 1) 
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